
Food and D;ug Administration (FDA) guidelines issued April 6, 1999 instituted a de

facto ban on nonhuman primate xenografts because they would expose patients and the
public to “significant infectious disease risk.” But these guidelines failed to address

dangers with other species. Transgenic pigs are the source animals of choice for
xenotiansplants despite the existence of over 25 diseases in Pigs that can affect humans
& ane not safer”than nonhuman grimate+%. witness swine influenza, the Porcine
Endog~ous Retro%uses, param~~r~~d ff&neWj(@i&&” &&@alaYsia that
infected,over 250 humans, killed 100, and led to the slaughter of some 1 million Pigs.

Thet$ a~e‘safer,“~ore cost-effective, and humane alternatives to xenotrans-
plantati+Ltliat ‘are nd~:being explored by regulatoryauthorities”Theseinclude
investing b~avily ~fipreventative medicine programs to reduce the need for transplants
of all kinds ~andincreasing the POO1of human organs. - ull~ ‘emaf nd tham

D~a
~1,, ies i i X

R02 ~m$ Recycled Paper

99D-0557



‘,<~1 (
Nls. cicmlldilleBr flks

(-

1322 Chi nalmop II~fra~)
“1’?Resew e, CA ~)747 —

c .“.,. -
.,,. .-, r

/
LB -+:. . .. ---”’

Dockets Management Branch (HFA-305)
Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, MD 20852
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